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STATEMENT OE SUBSTA^CE OF INTER\aEW 

Commissioaer for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

In accordance to 37 C.F,R. § 1.560(b), submitted herewith is a record of the substance of 
the interview on March 23, 2005, between Examiner Chih Min Kam, regarding the above- 
captioned application. As it is being submitted within one month of the Interview Summary 
maihng date^ it response is a timely. 

During the telephone interview. Examiner Kam proffered, and the undersigned agreed to, 
the amendments contained in the Examiner Amendment. 



Date 



Respectfully submitted. 
By 



FOLEY & LARDNER LLP 
Customer Number 22428 
Telephone: (202) 672-5538 
Facsitnile: (202) 672-5399 



Michele M Simkia 
Attorney for Applicant 
Registration No. 34,717 
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NOTICE OF ALLOWANCE AND FEE(S) DUE 



7S9i) 04/04/2005 

Stephen A, Bent 

FOLEY &LARDNER 

Washington Harbour 

3000 K Street, N.W., Suite 500 

Washington, DC 20007-5 109 



EXA^nWER 



KAM.CHIHMIN 



ART UNIT 



MFEIl NUMBER 



1653 

DATE MAILED: 04/04/2005 



APPUCATION NO. 1 HLINQ DaTB 


First NAMED inventor 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. | 


,09/750,022 ... „. U/29/2Q00.. 
TITLE INVENTION: GLP-2 FORMULATIONS 


„ . . InduJJsst^ . 


- . ...01^777/0454 _ _ . 


P APPLN.TYPR 1 SMALL ENTTTi' 


ISSUE FEE 


PUBUCATION PEE 


TOTAL FEE(S) DUE 


DATE DUE I 


nonprovifibnal NO 


S1400 


£300 


S1700 


07/05/2005 



THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALJUOWED FOR ISSUANCE AS A PATENT. 
PROSECUTION ON TTFE MERITS !§ eLfiSfiH' TfflS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS. 
THIS APPLICATION IS SUBJECT TO WITHDRAWAL FROM ISSUE AT THE INITIATIVE OF THE OFFICE OR UPON 
PETITION BY THE APPLICANT. SEE 37 CFR 1.313 AND MPEP 1308. 

THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN THREE MONTHS FROM THE 
MAILING DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED, THIS 
STATUTORY PERIOD CANNOT BE EXTENDED , SEE 35 U.S.C. 15L THE ISSUE FEE DUE INDICATED ABOVE 
REFLECTS A CREDTT FOR ANY PREVIOUSLY PAH) ISSUE FEE APPLIED IN THIS APPLICATION, THE PTOL-85B (OR 
AN EQUIVALENT) MUST BE RETURNED WITHIN THIS PERIOD EVEN IF NO FEE IS DUE OR THE APPLICATION WILL 
BE REGARDED AS ABANDONED. 



HOW TO REPLY TO THIS NOTICE: 

J. Review the SMALL ENTITY status shown above. 

If the SMALL ENTITY is shown as YES, verify your current 
SMALL ENTITY status: „ . . 

A. If the status is the sanie, pay the TOTAL FEB(S) DUB shown 
above. 

B. If the status above is to be removed, check box 5b on Part B - 
Fee(s) Transmittal and pay the PUBLICATION FEE (if required) 
and twice the amomit of the ISSUE FEE shown above, or 



If the SMALL ENTPFY is shown as NO; 



A. Pay TOTAL FEE(S) DUE shown above, or 



B. If applicant chmned SMALL ENTITY status before, or is now 
claiming SMALL ENTITY status, check box 5a on Part B - Fee(s) 
Transmittal and pay the PUBLICATION FEE (if required) and 1/2 
the ISSUE FEE shown above. 



n. PART B - FEE(S) TRANSMITTAL should be completed and returned to the United States Patent and Trademark Office (USPTO) wifli 
your ISSUE FEE and PUBLICATION FEE (if required). Even if the fee(s) have already been paid, Part B - Fee(s) Transmittal should be 
completed and returned. If you are charging the jFee(5) to your deposit account, section "4b" of Part B - Fee(s) Transmittal should be 
completed and an extra copy of (he form should be submitted- 

m. All communications regarding this application must give the application number. Please direct all commimications prior to issuance to 
Mail Stop ISSUE PEE unless advised to the contrary. 

IMPORTANT REMINDER: Utility- patents issuing on applications filed on or after Dec» J 2, 1980 may require payment of 
maintenance fees. It is putentee*5 responsibility to ensure timely pa3rnient of maintenance fees when due. 



Page J of 3 

PAa2/19^RCVDAT4/21120053:59:39ra[EastemDayBg^ 



04/21/2005 16:00 FAX 6391 



F&L POTOMAC 



(il004 




Unitbp States Patent and Trademark Ofhce 



UNITED STATES DEPARTMENT OF COMMERCE 

P.O.BegiHSO 

Alexandriit, Vtrglnfa 22}I3>1450 
www.0jcpiA.2av 



APPLICATION NO. 



HLCNODATE 



FlRgr NAMED WVF.NTO)^ 



ATTORNEY DOCKET NO. CONFIRMATION W. 



12,/2 0/2000 



7590 



O4AM/20O5 



Stephen A. Bent 

FOLEY & LARDNER 

Washington Harbour 

3000 K Street, RW,, Suite 500 

Washington. DC 20007-5109 
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016777/0454 



EXAMINER 



KAM,CHIHMIN 



ART UNIT 



PAPER NUMBER 



1653 

DATE MAILED: 04/04/2005 



Dctermmatlon of Patent Term Adju^rttuent imder 35 U.S.C, 154 (b) 
(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 0 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of this notice, the Patent Term A<5ustment will be 0 day(s). 

If a Continued Prosecution Apphcation (CPA) was filed in the above-identified application, the filing date that 
determines Patent Teim Adjustment is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval 
(PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment detennination should be directed to the Office of 
Patent Legal Administration at (571) 272-7702. (Questions relating to issue and publication fee payments should be 
directed to the Customer Service Center of the Office of Patent Publication at (703) 305-8283- 



Page 3 of 3 



PAGE 4/19^ RCVD AT 4/21/20053:59:39 PM (Eastern OayOght rune]* SVR:USPTO-EFXRF.1/4*DN1S:8729308 ' CSID:6391 ' DURATION (!nni-ss):08.20 



04/21/2005 16:00 FAI 6591 



F&L POTOMAC 



@005 



t 





Application No. 


Applicants) 


Notice of AllowabiUty 


09/760.022 


ISAACS, INDU J. 


Examiner 


Art Unit 






Chih-Min Kam 


1653 





- The MAlLfNG DATE of this communfcatfon app^rs on the cov&rsho&t with tho corrospondonco ac/dross- 
All claims being allowable!. PROSECLTriON ON THE MERITS IS (OR REMAINS) CLOSED in this appllcation. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THiS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon patilion by the applicant. See 37 CFR 1.313 and MPEP 130a 

1 . 13 This communication Is responsive to 

2. 13 Ttie allowed daim(s) is/gre 1-51,53-55 and SB-m 

3. !3 The drawings filed on 29 December 2000 are accepted by the Examiner, 

4. 12 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-<d) or (f> 
a) H All b) □ Some* c) □ None of the: 

1. H Certified copies of the priority documents have been received. 

2. □ Ceftifiwd copies of fne priority cocunieiits have been received in Application Wo. . 

3. □ Copies of ths csrtified copies of the priority documents ha^,'e been received In this national stage application from ths 

International Bureau (POT Rule I7,2(a)). 
• Certified copies not received: 

AppBcant has THREE MONTHS FROM THE 'MAILING DATE" of this communication to file a nepiy complying with the requirements 
noted below. Failure to timely comply w&l result in ABANDONMENT of this application. 
THIS THRE&MONTH PERIOD IS NOT EXTENDABLE 

5. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-162) Which gives reason(s) why tha oath or declaration is deficient, 

6. □ CORRECTED DRAWINGS { as "replacement sheets') must be submitted. 

(a) n induing changes required by the Notice of Oraftsperson's Patent Drawing Review ( PTO-94a) attached 

1 ) □ hereto or 2) □ to Paper No./Mail Date . 

(b) D including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date . 

Idonttfying IndtcJa such as tho appDcatlon numbar (saa 37 CFR 1.a4(q)) should bo written on the drawings In the front (not the beck) of 
each shedt. Replacement ^eet(s) should be labelod as such In the header occordihg to 37 CFR 1.121(d). 

7. □ DEPOSIT OF and/or INFORIVIATION about the deposit of BIOLOGICAL MATERIAL must be submitted- Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 



Attachment(s) 

1 . Bl NoUce of Referenctis Cited (PT0^92) 6. □ Notice of Informal Patent Application (PTO-152) 

2. □ Notice of Draflperson's Patent Drawing Review (PTO-948) 6. |3 Interview Summary (PTO-413), 

Paper No./Mail Date 20050323 . 

3. □ Infonnation Disclosure Statemenls (PTO-1449 or PTO/SB/08). 7. IS Examiner's Amendment/Comment 

Pap^ No7Mail Date 

4. □ Examiner's Commonl Regarding Requirement for Deposit a. H Examiner's Statement of Reasons for Allowance 

(rf Biological Material 9. □ Ottw . 



us PatsmcrdTfBdcmsrkOmcs ' ' 

FrOL-37 (Rev. 1-04) Notice of Allowability Part of Pepsr No./MaI Date 20050323 
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Applicalioii/Control Number: 09/750,022 Page 2 

Art Unit: 1653 

An Examiner's Amendment to the i-ecord appears below. Should the changes and/or additions 
be xmacceptable to applicant, an amendment noay be filed as pro^aded by 37 CFR 1.312. To 
ensure consideration of such an amendment, it MUST be submitted no later than the payment of 
the issue fee. 

Authorization for this examiner's amendment was givien in a telephone interview with 
Michele Simkin on March 23, 2005. 

Exiiminer's Amendments to the Oaims: 

Cancel claim 52. 

Claim 59 has been amended as follows: 

59, (Currently amended) The GLP-2 formulation of claim 2 1 , wherein the GLP- 
2 receptor antagonist has either (1) an amino acid substitution selected fi'om the group 
consisting of Asp^^, Phe^, Thr'^ Thr^*, Asp'^, and combinations thereof; or (2) an amino 
acid substitution of Ala at position 2 by an amino acid selected from the group consisting 
of Leu, Cys, Glu, Arg> Trp and PO^-Tyr, wherein the residue or position for the amino 
acid substitution is numbered according to a mammalian GLP-2 . 



The following is an Examiner's Statement of Reasons for Allowance: The following 
references appear to be the closest art to the claimed invention. Knudsen et al (WO 99/43361) 
leach a pharmaceutical coniposition comprising a GLP-2 derivative or analog, an isotonic agent 
such as mannitol> a buffer of histidine or sodium phosphate, a pharmaceutical acceptable carrier, 
a preservative and a surfactant; Komfelt et al (U. S. Patent 5,652,216) disclose using stabilizing 
amount of a phannaceuticaDy acceptable anq)holyte such as glycine, histidine or GlyGly in a 
pharmaceutical preparation con^rising glucagons. However, Knudsen et al either alone or in 
combination with Komfelt et al do not teach or suggest a GLP-2 fonnulation comprising a 
nniedically useful amount of GLP2 or an analog thereof, a phosphate buffer, L-histidine for 
stabilizing the formulation and a bulking agent of mannitol and sucrose. Buhl et al, (J. Biol. 
Chem 263, 8621-8624 (1988)) teach amino acid sequences of GLP-2 from different species; and 
Lund et al (J. Biol Chem. 258, 3280-3284 (1983)) teach nucleotide and coiresponding deduced 
amino acid sequences of cDNA encoding two anglerfish pre-proglucagons, where the GLP-2 
sequence in the angler fish pre-proghicagon is different from the mammalian GLP-2. Therefore, 
the claims are allowable over the art of record 
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Art Unit: 1653 



Any comments considered necessary by applicant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

Any inquiry concerning this communication or eartier communications from the 
examiner should be directed to Chih-Min Kam whose telephone number is (571) 272-0948. The 
examiner can normally be reached on 8.00-4:30, Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached at 571-272-0925. The fax phone number for the 

organization where this application or proceediag is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published appUcations 
may be obtained from either Private PAIR or Public PAIR. Status information for unpubhshed 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-directuspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9 197 (toll-free). 



Patent Examiner 



Chih-Min Kam, Ph. D. 





JON WEBER 
SUPERVISORS RWE^fT EXAMINER 



CMK 



Mai-ch23, 2005 
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Interview Summary 


Application No. 

09/760.022 


Appllcant(8) 

ISAACS, INDU J. 


Examiner 

Chih-Min Kam 


Art Unit 

1653 





All participants (applicanl. applicant's representative, PTO personnel): 



{'\) Chih'Min Kam , (3) . 

(2) Michele Simkin , (4) . 

Date of Interview: 23 March 2005 . 

Type: a)l3 Telephonic b)Q Video Conference 

c)n Personal [copy given to: !)□ applicant 2)D applicant's representativel 

Exhibit shown or demonstration conducted: djD Yes eO No. 

If Yes, brief description: . 

Claim(5) discussed: 52 anvl 59 , 

Identrfication of prior art discussed: 

Agreement with respect to the claims f)l3 was reached. g)D was not reached. h)D N/A. 



Substance of Interview including description of the general nature of what was agreed to if an agreement was 
reached, or any otner comments: To cancel claim 52 and amend cfaim 59 qs indicated in the Examher^s Amendment 

(A fuller description, if necessary, and a copy of the amendments which the examiner agreed would render the claims 
allowable, if available, must be attached- Also, where no copy of the amerKlments that would render the daims 
allowable is available, a summary thereof must be attached.) 

THE FORMAL WRITTEN REPLY TO THE U\ST OFFICE ACTION MUST INCLUDE THE SUBSTANCE OF THE 
INTERVIEW. (See MPEP Section 713.04). If a reply to the last Office action has already been filed, APPLICANT IS 
GIVEN ONE MOi^TTH FROM THIS llvfTERVIEW DATE. OR THE MAILING DATE OF THIS INTERVIEW SUMMARY 
FORM. WHICHEVER IS LATER, TO FILE A STATEMENT OF THE SUBSTANCE OF THE INTERVIEW. See 
Summary of Record of Interview requirements on reverse side or on attached sheet. 



Examiner Nole: You must agn this form unless it b an 
Attachment to a signed Office action. 




Examiners signature, if required 



U.S. puftnt «nd rtaom^nt. on)c» 
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Summary of Record of Interview Requirements 

Mftnual of PatMit &taminlng Procoduro {MPEP). Soetlen 713^04, Subatanee of Intaivlaw Must bo Made of Record 

A complete wrtOen statement to the subfttvne of nny feoB-to-iace, vidoo tmntamnce, or telephone intarvbw vdlh ngafd to an appllceUon must bo made of record In the 
appMcadan whethar or not an agreement wtth ttia axamlner whb reached at the Jntervierw. 

imt 37 CocfA Of Fod«rai RQguiation« tCFR) § 1.133 Interviews 
PDragmph (b) 

ki every tnstcince wtwro rvcohsfdcraUoo H requested In view of en Imervlew wtih en exemlner, « complete written etetement efthe reesons presented et the inter^tow us 

^oKAntlns favoritblQ ooUnn mwl fiidJ 'Jiu a^^^Ii&nnt. An ItAcrAt^j dcod not rcmcvc ihc rtcc&;>oi;y r<rp4y lo OH'ko acllon as spucirioJ ir* i • i i i . t .1 C*^ U.?jC 132) 

37CfRS1^ BufiinsafilotifllntnBflcladlnwrtUns. 
All business wtth the Petant or TradenrMr1< Office should be (ransBCted In writing. The personol ettendencp of eppticanb or their atteme>Q or ogonte at the Patent and 
Trademerh Office b unne«essery. Jht action of the Petem end Tradenwk Office will be besed exclusively on the written recond In (he OOice. No altentiBn wai bo paid to 
any ello^ed oret prembe. sUpUlAllon, or Uhderstondtng in reloUon to wtdch thorv is disagrvoment or doubt 



The action of tha Patent and Trademark OfTlca cannot be based eiedusiuely on the written record In ths Offlca If that record Is itself 
incc3mp!et9 through the failure to record the substance of intervlevvs. 

Ills the responsibmiy of the applicant or tha attorney or agent to make the sut>stance cf on interview cf record In the applicadcn fUe, untA£fi 
the examiner indicate:* ha or she wlli do so. tt is the examiner's responsibility to see that such a record is made and to correct rraterial Inaccuracies 
which bear direcOy on the question of patentability. 

Examiners rnust complete on interview Summery Form for each interview held where a maner of substance has been discussed during the 
interview by checking the appropriate boxes and filling In the blanks. Discussions regarding only procedural matters, dlrectod sdeiy to restHcUon 
requirements for which interview recordation Is otherwise provided for In Section 812.01 of the Manu^ of Pa^t Examining Procedure, or poinbng 
out typographical errors or unreadable script tn Office acdoros or the Ilka, are excluded from tha Interview recordation procedures below. Where the 
substanca of an interview is completely recorded in an Examiners AmarKlment. no separpto Interview Summary Record is required. 

The interview Summary Form shall be given an appropriate Paper No., placed in the right hand portion of the file, and fisted on the 
Ccntents" section the nit> v;rappcr. In a per:soria! Irjier.'Ievv. ^ duplicate ol litS Fcr.'ii ijiven to the appilcaht {ot ■aWoin^y c agerjl) a* tha 
conclusion of the ^tarview, in the case of a telephone or video-conference interview, the copy is mailed to the applicanrs correspond&nca address 
cither vvlth cr prior to the ncx't officld ccrmmunioaiion. If addition si corresponrlence'. frnrp, U;e oxaminer is- not Hkely bsfof* sr> sllov^'sncs cr If other 
circumstances dictate, the Form should be mailed promptly after the interview rather than v^th the next offlda) communication. 

The Form provides for recordation of the following Information: 

- ApplcfiUon Number (Series Code and Serial Number) 

- Name of applicant 

- Name of axamlnar 

- Oateof intervlaw 

- Type of interviev/ (telephonic, video^conferenoe. or personal) 

- Name of per6cipant(a) (applicanti attorney or agent examiner, other PTO personnel, etc.) 

- An Indication whether or not an exhibit was shorn of a demonstratton conducted 
" An Identification of the spedfic prior art discussed 

- An tftdlcatlon whether an agreement was reached and if eo, a desaiption of the general nature of the agresmeni (may be by 
attachment of a copy of amendments or dE^ms agreed aa being allowable). Note: Agreement as to allowablllty is tentative and does 
not restrict further action by me examlr>er to the contrary. 

- The ^nature of the examiner who conducted the trrtervlew (if Form Is not an attachment to a signed Office action) 

It is deairabie that the examiner orally remind the applteant of hie or her oM^ation to record tha substarwe of the Interview of each case, it 
should be noted, howover, that the Interview Summary Form will not normally b« consMersd a complete and proper recordation the interview 
unless ft includes, or Is supplemented by the applicant or the examiner to Include, ^ of the applicable Hems required below concerning the 
substance of (he bitervfew. 

A complete ar>d proper recordation of the substarrco of any interview should Indude at least the following applic^e items; 

1) A brief dsscrlptlon the nature of any exhibit shown or any demoristratlon conducted, 

2) an identrrieaUon of the claims discussed, 

3) an Idcndflcatlan of the spedfic prior art discussed, 

4) an idsnbTioation of the principal proposed amendments of a substantive nature discussed, unless these are already described on (he 
interview Summary Form completed by the Examiner, 

5) a brief rdantificatlon of the general thrust of the prindpal arguments presented to the etaminer, 

(The ldenOficatlor\ of arguments need not be lengthy or daborete. A verbatim or highly detailed description of the arguments is not 
required. The Identification of the arguments is sufTicient if the general nature or thrust of the principal argumenta made to the 
eXaminar can be understood in the context of the application file. Of course, Ihe ^plicant may desire to emphasize and fully 
deserve those arguments which he or she feela were or might be persuasive to the examiner.) 

6) u general Indication of any other pertlneni matters discussed, and 

7) if appropriate, (he general results or outcome of the tntervlew unless already descdbed In the Interview Summary Form complatsd by 
the examner. 

Examiners are expected to carefully revtew the appMcanre reonrd of the substance of an Interview. If the record is not complete and 
accurate, &ie examiner will gh/e the appflcani an extendable one month time period to correct the record. 

Examiner to Chock for Accuracy 

If tha dalms are allowable for other reasons of record, the examiner should send a letter setting forth tha examiner's version of the 
statameni attributed to him or her. If the record is complete and accurate, the examiner shouW place the IftdlMtlon. -Interview Record OIC on the 
paper recording tha substance of the Interview along vrflth the date and the examiners Initiate. 
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